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During the inspection, the investigator observed the label on bulk storage bin #1 h

product bearing the cautionary statement contains prohibited materials and handle that product

old formulation. You should examine the labels of incoming shipments carefully. Unless you

with prohibited materials, but it is possible that they are still shipping existing inventories of the

have written assurances from an authoritative source to the contrary, you should assume any

Some of your suppliers may have indicated that they are no longer manufacturing products

in accordance with Title 21, Code of Federal Regulations, Part 589.2000 — Animal Proteins

Prohibited in Ruminant Feed.
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This letter is not intended to be an all-inclusive list of deficiencies at your facility. As a
manufacturer of materials intended for animal feed use, you are responsible for assuring that
your overall operations, including operations at other locations, and the products you
manufacture and distribute are in compliance with the law. We have enclosed a copy of the
FDA's Small Entity Compliance Guide to assist you with complying with the regulation.

You shouid take prompt action to correct these violations, and you should establish a system
whereby such violations do not recur. Failure to promptly correct these violations may result in
reguiatory action without further notice, such as seizure and/or injunction.

ou shouid ﬁoﬁfy is office in writing within 15 worKIng days of receipt of this ietter, of the
ve taken to onng your firm into compuance with the law. Your response shouid
inciude an expian tion of each step being taken to correct the vioiations, and prevent their
corrective action cannot be compieted in 15 days, state the reason for the delay
and the date b y which the corrections wiii be compieted. inciude copies of any avaiiabie
ocumentation demonstrating that corrections have been made.
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Your reply should be directed to Deborah Grelle, Director of Compliance, U.S. Food and Drug
Administration, 6751 Steger Drive, Cincinnati, Oh 45237, telephone (513) 679-2700 extension
10N
11UV

Enclosure: Small Entity Compliance Guide

Cc:  David Schieich, Chief Plant Industry Division
Ohio Department of Agriculture

Reynoldsburg, OH 43068-3399



